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Rhode Island Commission on Women

Position Paper on Genetics®

The Rhode Island Commission on Women (RICW) supports universal, affordable, accessible, high quality, confiden-
tial health care for all women, as stated in its general position paper on women's health.? This care includes services
related to the practice of medical genetics, which is the 24th medical specialty under the American Board of Medical
Specialties.® In addition, safeguards must be in place to protect patient confidentiality and the privacy of genetic in-
formation.

As stated in previous position papers, the RICW supports a woman's right to participate actively in decisions affect-
ing her health and the health of her children. Meaningful participation requires an environment that supports auton-
omy, confidentiality, access to accurate, scientifically up-to-date and culturally appropriate information, and the op-
portunity to choose a comprehensive course of treatment and a qualified provider as measured by objective criteria
and information provided by government public health sources. The RICW's position paper on the quality of care®
defines high quality health care as care that is accessible, effective, safe, accountable, culturally competent and fair.
The paper further defines and expands the scope of this care. Medical genetics is a critical area of health care based
on which life-altering decisions may be made. It is the RICW's position that access to comprehensive, confidential,
culturally appropriate quality genetic services should be available to all Rhode Island women and their families. It is
also the position of the RICW that access to genetic counseling is part of the access to the spectrum of genetic ser-
vices, administered before testing to assist women in deciding if testing is right for them, and after testing to aid
women in interpreting test results.” As more and more genes are being discovered through the efforts of researchers
participating in the Human Genome Project, many ethical, legal and social implications (ELSI) issues are being, and
will be, raised in connection with genetic screening for the presence of these genes in certain individuals, diagnostic
genetic testing, and therapeutic procedures. The testing of women for the presence of two breast cancer-related genes
(i.e., BRCA1 and BRCAZ2) is an example. Unfortunately, many women currently lack adequate counseling prior to
and after receiving genetic services.® The Rhode Island Commission on Women believes that women should have
better access to accurate and unbiased information about various genetic tests, including possible social, psychologi-
cal, medical and economic impacts the results may have on themselves and their families.

In connection with genetic testing, the RICW believes that all genetic tests, including "home brews", must meet fed-
eral minimum standards before being approved and used outside of a research setting. These minimum standards
must include the analysis of data regarding analytic and clinical validity and clinical utility to determine if a test is
ready for clinical application. Each intended use of a test must be validated. A particularly stringent level of scrutiny
for genetic tests that predict life threatening, chronic or disabling diseases must be applied. Genetic tests that fall un-
der this category must be available only if and when the validity of the test is fully established. Furthermore, the Food
and Drug Administration (FDA) must use its current regulatory authority to increase oversight of all genetic tests.
Inconsistent, unreliable pre-market review of genetic tests creates the potential for great harm in a clinical setting.
Without FDA review, tests are released prematurely, before information about their predictive value is available. To
make informed health decisions, individuals must be assured that the tests provide reliable, accurate information
through FDA oversight for the protection of human subjects participating in all genetic test research including "home-
brew" genetic tests.

The RICW recognizes the right of consumers to access high quality genetic services through providers with the
proper experience and credentials (e.g., licensure and board certification in the appropriate specialty of genetics or
medicine) and by facilities with the proper accreditation.”® ® The RICW supports policies and legislation that ensure
the delivery of high quality genetic services to all stakeholders. Furthermore, all stakeholders should be granted ready
access to information on genetic testing facilities and personnel.
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Ethical, legal, and social implication (ELSI) issues inherent to genetic testing must be fully addressed to prevent
abuse. For example, there is great pressure to utilize new genetic technologies developed in the laboratory (see, for
example, Mark, Miller and Jenkins, 1994)™ despite limited knowledge of potential risks and benefits, or for condi-
tions for which there is no known effective treatment. Thus, various interrelated issues, such as autonomy, informed
consent, veracity, utility, non-malfeasance, personal dignity, beneficence, the right to access the latest genetic tech-
nology, patient confidentiality and justice, costs and benefits, have been raised in connection with genetic testing.**
Additional analyses of opportunities and threats posed by genetic knowledge and technology will need to be per-
formed by society as a whole. There are also risks of employment and insurance discrimination.*> *** The American
College of Medical Genetics (ACMG), in a recent position paper™, stated that fear of genetic discrimination in em-
ployment and health insurance may have a negative impact on consumers' willingness to seek genetic services and to
participate in genetic research. This behavior will impede access to health care for women and their families. There-
fore, the RICW supports the enforcement of legislation for preventing genetic discrimination, such as a recently en-
acted bill that would make genetic discrimination by insurance companies illegal in Rhode Island.*® Safeguards must
be in place to protect patient confidentiality and the privacy of genetic information. Towards this end, the Health In-
surance Portability and Accountability Act of 1996 (the HIPAA privacy rules) which created new requirements for
health care providers to protect the privacy and security of health information, became effective April 14, 2001 and
mandated that all health care providers must be in compliance with the Rules by April 14, 2003."” Questions such as
who should be tested and/or be covered for testing, and issues such as the commercialization and marketing of ge-
netic services, will continue to be raised in the ongoing national genetic debates and will continue to be explored.

The RICW recognizes the urgent need for more genetics education for many audiences, brought on by the advent of
the Human Genome Project and the sequencing of the human genome®® *° and for funding to determine the exact
content, scope, scale and methods of delivery/ implementation in Rhode Island. As President Bush noted®, we are
living in a time of accelerating medical progress. With this information comes enormous possibilities for doing good.
Through a better understanding of medical genetics, including its limitations, scientists might one day be able to cure
and prevent genetic diseases.

We must insure that the public is protected and that all genetic tests meet rigorous scientific standards, regulated and
enforced by the federal government. In summary, the RICW supports appropriate representation of women of di-
verse cultural, racial, ethnic, and social backgrounds in our national research agenda especially when it pertains to
issues related to the human genome, prevention, and treatment of genetic diseases, so as to fulfill America's passion
for scientific excellence in genetic knowledge and technology, and its vision for a just society with equality and fair-
ness for all people with diverse phenotypes and genotypes.

GLOSSARY OF TERMS

Analytic validity: assuring that the lab performance of a genetic test is accurate and precise.

Autonomy: self-rule or personal self-governance: personal rule of the self by adequate understanding while remaining
free from controlling interferences by others and from personal limitations that prevent choice. Autonomy is the free-
dom from external constraint and the presence of critical mental capacities such as understanding, planning, and de-
ciding. #

Beneficence: (doing of good and the active promotion of good, kindness, and charity). Beneficence requires us to ab-
stain from injuring others and to help others further their important and legitimate interests, largely by preventing or
removing possible harms.?

Clinical validity: refers to several measures of clinical performance including clinical sensitivity and clinical specific-
ity, and also positive predictive values. It refers to genotype-phenotype correlations.

Clinical utility: refers to how information from the test can be used in a clinical context to improve people's health,
whether the benefits outweigh the risks.



Home brew: refers to genetic tests developed by the laboratory itself.

Informed Consent: a physician’s obligation to disclose information to the quality of a patient’s or subject’s under-
standing of information and the right of a patient to authorize or refuse a biomedical intervention. Informed consent
has the following elements: disclosure, comprehension, voluntariness, competence, and consent.?®

Non-malfeasance: not to inflict evil or harm.

Veracity: to tell the truth

Utility: the greatest good or happiness for the greatest number.
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